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BEFORE THE ENTI RE BENCH
TAYLOR, J.

W granted | eave to appeal in these consolidated products
liability cases to consider the Court of Appeals hol di ng that
MCL 600. 2946(5) is unconstitutional because it constitutes an
i nproper del egation of |egislative authority. As wll be
expl ai ned, we reverse the judgnment of the Court of Appeals
because, correctly understood, the statute is a legitimte
exercise of legislative authority. A del egation of
| egi sl ative power does not occur when a statute nerely
provi des that specific |egal consequences under M chigan | aw
will result froman act or determ nation by a federal agency
of a fact that has i ndependent significance.

I

Tamara Taylor and Lee Anne Rintz filed a products
liability lawsuit in the Wayne Circuit Court against Gate
Phar maceuticals and other manufacturers and distributors of
certain prescription diet drugs, ! seeking danmages for injuries
resulting fromuse of the drugs. A simlar lawsuit was filed
in the Washtenaw Circuit Court by Judith and Kenneth Robards.
In each lawsuit, the defendants filed a notion arguing that

they were entitled to sunmmary di sposition on the basis of MCL

The primary drugs at issue are dexfenfluram ne (comonly
known as Redux) and fenfluram ne and phenterm ne (comonly
referred to as fen-phen when taken together).
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600. 2946(5), which limts the liability of drug nanufacturers
and sellers where the drug at issue was approved for safety
and efficacy by the United States Food and Drug Admi nistration
and | abeled in conpliance with FDA standards.?

The respective plaintiffs opposed the notions for sunmary
di sposition, asserting t hat t he statute was an
unconstitutional delegation of |egislative power. The Wayne
Circuit Court entered an order denyi ng defendants’ notion for
summary disposition, ruling that the statute was an
unconstitutional delegation of |egislative power. In
contrast, the Washtenaw Circuit Court entered an order
granting def endants’ summary di sposition notion, rejectingthe
claimthat the statute was unconstitutional

The Court of Appeals granted an application for |eave to
appeal in each lawsuit and consolidated the appeals. The
Court concluded that MCL 600.2946(5) operates as an
unconstitutional delegation of |egislative authority because
it places the FDA in the position of final arbiter wth
respect to whether a particular drug nmay formthe basis of a
products liability action in Mchigan.? W subsequently

granted | eave to appeal to defendants.*

't is uncontested that the FDA approved the chall enged
drugs and their | abeling before the drugs left the control of
any defendant.

248 M ch App 472; 639 NV2d 45 (2001).
466 M ch 889 (2002).



Il

This Court reviews de novo a trial court’s ruling on a
notion for summary di sposition. Veenstra v Washtenaw Country
Club, 466 Mch 155, 159; 645 NAd 643 (2002). The
constitutionality of a statute is also reviewed de novo as a
question of |aw. McDougall v Schanz, 461 Mch 15, 23; 597
NW2d 148 (1999). Statutes are presuned to be constitutional,
and courts have a duty to construe a statute as constitutional
unless its unconstitutionality is clearly apparent. Id at
24. Further, when considering a claim that a statute is
unconstitutional, the Court does not inquire into the wi sdom
of the legislation. Council of Organizations & Others for Ed
About Parochiaid, Inc v Governor, 455 M ch 557, 570; 566 NWad
208 (1997).

111

Before it was anended in 1995, MCL 600.2946(5) provided
t hat evi dence show ng conpliance wi th governnental or industry
standards was admissible in a products liability action in
determining if the standard of care had been net. Owens v
Allis-Chalmers Corp, 414 Mch 413, 422; 326 NW2d 372 (1982).
The 1995 anmendnent of the statute went one step further and
provi ded that conpliance with federal governnental standards
(established by the FDA) is conclusive on the issue of due
care for drugs.

MCL 600. 2946(5) provides:



In a product liability action against a
manuf acturer or seller, a product that is a drug is
not defective or unreasonably dangerous, and the
manuf acturer or seller is not liable, if the drug
was approved for safety and efficacy by the United
States food and drug adm nistration, and the drug
and its | abeling were in conpliance with the United
States food and drug adm nistration's approval at
the time the drug left the <control of the
manufacturer or seller. However, this subsection
does not apply to a drug that is sold in the United
States after the effective date of an order of the
United States food and drug admnistration to
renove the drug fromthe market or to withdraw its
approval . This subsection does not apply if the
defendant at any tinme before the event that
allegedly caused the injury does any of the
fol | ow ng:

(a) Intentionally wi t hhol ds from or
m srepresents to the United States food and drug
adm ni stration i nformati on concerning the drug that
is required to be submtted under the federal food,
drug, and cosnetic act, chapter 675, 52 Stat 1040,
21 USC 301 to 321, 331 to 343-2, 344 to 346a, 347,
348 to 353, 355 to 360, 360b to 376, and 378 to
395, and the drug woul d not have been approved, or
the United States food and drug admnistration
woul d have wi thdrawn approval for the drug if the
i nformati on were accurately submtted.

(b) Makes an illegal paynment to an official or
enployee of the United States food and drug
adm nistration for the purpose of securing or
mai nt ai ni ng approval of the drug.

Pursuant to this statute, unless the fraud exception in
subsection a or the bribery exception contained in subsection
b applies (plaintiffs make no such claimhere), a nmanufacturer
or seller of a drug that has been approved by the FDA has an
absol ute defense to a products liability claimif the drug and

its | abeling were in conpliance with the FDA' s approval at the



time the drug left the control of the manufacturer or seller.
Thus, the Legislature has determ ned that a drug manufacturer
or seller that has properly obtained FDA approval of a drug
product has acted sufficiently prudently so that no tort

liability may lie.
IV

The United States Constitution provides that "[a]ll
| egi sl ative powers herein granted shall be vested in a
Congress of the United States . . . ." US Const, art |, 8§ 1.
Simlarly, the Mchigan Constitution provides that “[t]he
| egi sl ative power of the State of Mchigan is vested in a
senate and a house of representatives.” Const 1963, art 4, 8§
1. The Mchigan Constitution also provides: “The powers of
governnment are divided into three branches: |egislative,
executive and judicial. No person exercising powers of one
branch shall exercise powers properly belonging to another
branch except as expressly provided in this constitution.”

Const 1963, art 3, § 2.

These constitutional provisions have led to the
constitutional di sci pline that is described as the
nondel egati on doctrine. A sinple statenent of this doctrine
is found in Field v Clark, 143 US 649, 692; 12 S Ct 495; 36 L
Ed 294 (1892), in which the United States Suprene Court

expl ai ned that "the integrity and mai nt enance of the system of



government ordained by the Constitution” precludes Congress
fromdelegating its |l egislative power to either the executive
branch or the judicial branch.®> This concept has its roots in
the separation of powers principle underlying our tripartite
system of governnment.® Yet, the United States Suprene Court,
as well as this Court, has also recognized “that the
separation of powers principle, and the nondel egati on doctri ne
in particular, do not prevent Congress [or our Legislature]
from obtaining the assistance of the coordinate Branches.”
Mistretta v United States, 488 US 361, 371; 109 S C 647; 102

L Ed 2d 714 (1989).7

°The nondel egati on doctrine forbids the del egation of
| egi sl ative powers, not only to the executive or judicia
branches, but al so to non-M chi gan gover nnental agencies or to
private individuals or associations. Coffman v State Bd of
Examiners in Optometry, 331 Mch 582, 587-588; 50 NW2d 322
(1951).

°‘As we stated in People v Turmon, 417 Mch 638, 649; 340
NVW2d 620 (1983): “As a threshold matter, we recognize that
sone | egislative powers are sinply not del egable. Though not
specifically mandated by any constitutional provision, this
prohibition arises from the basic structure of the
gover nnent . ”

'See Detroit v Detroit Police Officers Ass’n, 408 M ch
410, 458, n 29; 294 NW2d 68 (1980) (Opinion by Wlliams, J.):

Per haps the nobst concise description of the
del egation doctrine was enunciated in the sem na
case of Locke's Appeal, 72 Pa 491, 498-499 (1873):

“The | egi sl ature cannot delegate its power to

make a law, but it can make a law to delegate a

power to determ ne sone fact or state of things

upon which the | aw nakes, or intends to nake, its

own action depend. To deny this would be to stop
(continued...)



The first category of nondel egati on case | aw i nvol ves an
assertion that the Congress or a state |egislature i nproperly
del egated its legislative power to a federal agency or state

agency, respectively.

In the federal courts these inproper delegation
chal l enges to the power of federal regulatory agencies have
been wuniformy wunsuccessful since the advent of |arge
regul atory agencies in the 1930s.® A recent case, which is
representative of the manner in which the federal judiciary
has handl ed these chall enges, is Whitman v American Trucking
Ass’ns, 531 US 457, 465; 121 S & 903; 149 L Ed 2d 1 (2001),
in which the United States Suprene Court considered a statute
that directed the Environmental Protection Agency to set
primary air quality standards “which are requisite to protect
the public health” with “an adequate margin of safety.” It
was argued that this del egation was too vague. It was held,
however, that this direction to the EPA was not an i nproper
del egation of legislative authority to the agency because

there was within the delegation “intelligible principle.”

"(...continued)
t he wheel s of governnent.”

®The United States Suprenme Court has not wused the
nondel egati on doctrine to invalidate a federal statute since
the New Deal period. See ALA Schechter Poultry Corp V United
States, 295 US 495, 537-542; 55 S C 837; 79 L Ed 1570 (1935);
Panama Refining Co v Ryan, 293 US 388, 420-430; 55 S O 241;
79 L Ed 446 (1935).



In Mchigan, this Court has considered simlar clains
regardi ng statutes where the clains included an all egati on of
i nproperly delegating the Legislature’s power to a M chigan
agency, and we have rejected the clainms on a basis simlar to

the federally devel oped rationale.?®

The second category of <cases in which there are
chal | enges concerning the del egation of |egislative authority
i nvol ves situations where the Congress, or the Legislature,
enacts a statute that mght be described as a referral
statute, in which, depending on a factual devel opnent that
is outside the control of the legislative body, certain

consequences w || ensue.

An exanpl e of a perm ssible federal referral statute was
the 1810 United States statute in which Congress authorized
the President to bar trade with France or Great Britainif one

of those countries had revoked its decree authorizing the

°ln Turmon, supra at 641-642, the Court considered a
challenge to a statute that authorized the Board of Pharnacy
to classify controlled substances wthin |[|egislatively
establ i shed schedul es. This Court, on the basis that the
statute provided the agency with “sufficient standards” and
saf eguards, rejected the claimthat an inproper del egati on of
authority had occurred. However, the del egation nust have
standards or principles. |If there are none, the delegationis
i nproper because the Legi sl ature’ s powers have been i nproperly
given to the agency. Blue Cross & Blue Shield of Michigan v
Governor, 422 Mch 1, 53-55; 367 NVW2d 1 (1985).

'What we describe as a referral statute should not be
confused with a reference statute, which is a statute that
i ncorporates by reference a separate statute. Pleasant Ridge
v Governor, 382 M ch 225, 246-247; 165 NW2d 625 (1969).
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sei zure of American ships and the other country did not foll ow
suit within three nonths. Wen the statute was chal | enged as
an i nproper del egation of | egislative power, the United States
Supreme Court held that this was not a delegation of
| egi sl ati ve power because the statute only called on the
President to determine if a fact, revocation of the decree,
had taken place. |If so, the President was authorized by the
Congress to act. Cargo of the Brig Aurora v United States, 11

US (7 Cranch) 382, 388-389; 3 L Ed 378 (1813).

M chi gan’s referral statutes are apparently SO
uncontroversial as to be rarely chall enged. This is not
sur pri sing when one consi ders that, for exanple, any statutory
reference to tinme, weight, age, gender, birth, death, or even
print size for legal docunents! is an exercise of the
Legislature referring to findings made by soneone ot her than

itself. As is apparent in the case of tine! this would be

““For exanple, pursuant to MCL 168.544c(1), nom nating
petitions nust be “8-% inches by 14 inches in size” and the
words “nominating petition” nust be printed in 24-point
bol df ace type. “W, the undersigned” nust be printed in 8
poi nt type. “Warning” and the | anguage i n the warni ng nust be
printed in 12-point bol dface type.

See also MCL 445.953(1)(m, which requires that certain
rental purchase agreenents contain a notice in type not
smaller than 12-point type or in legible print with letters
not smaller than 1/8 inch.

?Representative of this type of statute are MCL 168. 720
and 168.721, which provide that the polls shall be open on
el ection day from7:00 a.m until 8:00 p.m Eastern Standard
Ti me.

11



the Naval Qbservatory and when it comes to weights, it would
be the National Bureau of Standards.!® Regarding birth and
death, it woul d be the governnental agencies collecting vital
statistics; and, in the case of print size, standards
established by consensus in the printing industry. The
Legi sl ature can, of course, do such things wthout fear of
running afoul of the nondel egati on doctrine because these
public or private agency fact findings are considered to be
findi ngs of independent significance. That is, there is no
i nproper del egati on where the agency or outside body making
the finding (such as when it is, say, 7:00 a.m, or when a
person was born, or what wei ght equals a pound, and so forth)
is doing it for purposes i ndependent of the particul ar statute

to which it nakes reference.

The i ndependent |y significant standard was descri bed wel |
recently by the New Mexi co Suprenme Court in Madrid v St Joseph
Hosp, 122 NM 524, 531; 928 P2d 250 (1996), in which that court

st at ed:

[Where a private organization's standards
have significance independent of a legislative
enactnent, they may be incorporated into a
statutory schene without violating constitutiona
restrictions on del egation of |egislative powers. A
private entity's standards cannot be construed as a
del i berate | aw maki ng act when their devel opnent of

BMCL 290. 603 provides that basic units of weight and
nmeasure “as published by the national bureau of standards”
govern transactions in M chigan.

12



the standards is guided by objectives unrelated to
the statute in which they function.

Thi s concept was al so recogni zed i n Lucas v Maine Comm of
Pharmacy, 472 A2d 904, 911 (1984), in which the M ne Suprene
Court held that |egislative incorporation of a decision by a
private entity does not violate the nondel egati on doctrine
where the decision has aspects of significance beyond the
| egislature’s reliance on it.

The independently significant standard has al so been
di scussed by admi nistrative |law scholars. Professor Kenneth
C. Davis in 1 Admnistrative Law (2d ed), 8 3.12, p 196, has
explained it as follows: “statutes whose operation depends
upon private action which is taken for purposes which are
i ndependent of the statute.” Here in Mchigan, Thomas M
Cool ey Law School Dean Don LeDuc, in his treatise on M chigan
Adm ni strative Law, 8 2.25, p 71, has succinctly warned of its
limtations and described its operation as follows: “Care nust
be exerci sed in distinguishing between st at utes whi ch del egate
the authority to nmake the standards to private parties and
those which refer to outside standards as the measuring
devi ce.”

W deal here with the latter type of statute. MCL
600. 2946(5) is a statute that refers to factual concl usions of
I ndependent significance, i.e., the FDA concl usion regarding

the safety and efficacy of a drug, that once nade causes, at

13



the M chigan Legislature’s direction, Mchigan courts to find
as a matter of law that the manufacturer or seller acted with
due care. The FDA decision is, in Dean LeDuc’s fornulation,
sinply a “neasuring device.”

\%

The Court of Appeals in its handling of this matter
concluded that ML 600.2946(5) 1is an unconstitutional
del egation of |legislative power because it believed the
statute placed “the FDA in the position of final arbiter with
respect to whether a particular drug may formthe basis of a
products liability action in Mchigan.” 248 Mch App 483.
Yet, this statute only establishes that a determ nation of
I ndependent significance, here the FDA finding that a drug is
safe and effective, will be the measure in M chi gan of whet her
the duty of reasonable care has been nmet by a drug
manuf acturer or seller in a tort case. \Wile the Court of
Appeal s recogni zed that the Legislature can alter the common-
| aw duty of reasonable care in a drug products liability tort
case, the panel and the dissent in this Court contend that MCL
600. 2946(5) went beyond this and gave the FDA the authority to
“make, alter, amend, and repeal |aws.” 248 M ch App 478
This is incorrect. The FDA does not decide who may bring a
products liability action in Mchigan; rather, the FDA, for
its own reasons that are independent of Mchigan tort |aw,

sinply makes a factual finding regarding the safety and

14



efficacy of drugs. It is the Mchigan Legislature that has
determ ned the | egal consequences that flowfromthat finding.
The Legislature’s action in doing sois no different fromthe
Legi slature’s referring to wei ghts and neasures or even dates
and tinmes, which are, as discussed above, all findings of
i ndependent significance by bodi es deened by the Legislature
to be expert. By using such independent determ nations as a
referent, the Legislature is not del egating howthat fact wll
be used, just as the Congress in 1810 was not del egating the
maki ng of rules to France or Geat Britain in Cargo of the
Brig Aurora, supra.

The Court of Appeals acknow edged the independently
significant standard, but placed an unjustified limtation on
it. The panel correctly stated that, “[a]ssimlation of
standards adopted for a purpose separate from the
i ncor porating | egi sl ati on, and havi ng i ndependent
significance, presents no problem” but added a condition
whi ch was “if the standards are established and essentially
unchangi ng.” 248 M ch App 485 (enphasis added). There is no
sound legal basis for this limtation. Whet her the
Legi sl ature’s adoption of the actions of an external body as

a cause for statutory | egal consequences is a del egation of

“I'n the words of Locke's Appeal, supra, the Legislature
can meke a |l aw del egating its “power to determ ne sonme fact or
state of things upon which the | aw nakes, or intends to make,
its own action depend.”

15



| egi sl ative authority cannot rationally depend on a court’s
perception of the relative permanence of the actions
adopt ed. *°

The Court of Appeals, in buttressing its holding, relied
on | anguage in Coffman v State Bd of Examiners in Optometry,
331 Mch 582; 50 NwWad 322 (1951), to the effect that the
Legi slature could not require an applicant for a license to
practice optonetry to have graduated froman optonetry schoo
or <college that received a certain rating by the
i nternati onal association of boards of examners in
optonetry. This | anguage was dicta because the actual
hol di ng i n Coffman was that the applicant was not entitled to
mandanus. As dicta, it is in no sense binding authority.

The Court of Appeals also cited Colony Town Club v
Michigan Unemployment Compensation Comm, 301 M ch 107; 3 NWad
28 (1942). This case nerely rejected a party’ s argument t hat
a decision by the federal governnent interpreting a federa

statute was binding on a substantially simlar M chigan

*Mor eover, any change issue is irrelevant here because
under MCL 600. 2946(5) the bar the statute establishes applies
only to drugs approved by the FDA at the tinme the drug | eaves
the control of the manufacturer or seller. The bar does not
apply to a drug sold after the effective date of an order from
the FDA to renove the drug fromthe market or to withdrawits

approval . Thus, the FDA's conclusion in effect when a
manuf acturer or seller distributes a drug is unchanging with
regard to that batch of drugs. The Court of Appeals

incorrectly concluded that the FDA determ nations were not
constant. The dissent’s assertion that FDA decisions are not
“essentially unchangi ng”, post at 7, is incorrect.

16



st at ute. In contrast with the argunent rejected in Colony
Town Club, the statute at issue here, ML 600.2946(5),
neither purports to give the FDA the final say in the
Interpretation of a state statute nor provides that a
M chigan court in applying Mchigan law is bound by an
interpretation nade by a federal agency in interpreting a
substantially simlar provision of federal |aw. Colony Town
Club i s thus inapposite.

The Court of Appeals also cited Dearborn Independent,
Inc v Dearborn, 331 Mch 447; 49 NWd 370 (1951). I n
Dearborn, the Court considered a statute that provided that
a newspaper was qualified to publish legal notices if it was
admtted by the United States Post Ofice for transm ssion of
second-class mail. The Court held the statute in violation
of the nondel egati on doctrine because it “unlawful ly attenpts
to delegate to the United States post-office departnent the
determination of the qualifications of a newspaper to publish
| egal notices.” Id at 454. The Court was concerned that
the statute made the validity of publication of |egal notices
dependent on the future as well as present regul ati ons of the
United States Post Ofice. Id To the extent that the post
of fice’ s decision whether to approve a newspaper for second-
class mail is an act of independent significance, which it
appears to us to be, Dearborn Independent iS Iinconsistent

with the independently significant standard. It was, thus,

17



incorrectly decided in light of the law s subsequent
devel opnent in this area and is overrul ed. '

The Court of Appeals also cited Radecki v Director of
Worker’s Disability Compensation, 208 M ch App 19; 526 Nw2d
611 (1994). |In Radecki, the Court considered a state statute
that incorporated by reference a federal statute. The Court
said that state statutes mamy incorporate existing federa
statutes, but not future legislation. 1Id at 23. Uilizing
its “no change” argunent, the Court of Appeals characterized
MCL 600. 2946(5) as an inperm ssible “reference statute” that
i ncorporates future standards pronul gated by the FDA. 248
Mch App 483. W disagree. First, MCL 600.2946(5) is not a
“reference statute” as that phrase is used, which is to nean
incorporation into Mchigan law of a standard from a
different jurisdiction as a rule of law to be applied in
M chi gan courts. Rather, it provides that certain |egal
consequences flow fromfactual determ nations nmade by the FDA
and is not a delegation. Accordingly, Radecki, whatever its
merits as law, is not relevant to a consideration of whether

MCL 600.2946(5) is an inproper delegation of |egislative

W& also note that in this case there is no concern
regardi ng future regul ati ons i ssued by a federal governnental
agency. As noted above, the determnation whether a
particul ar drug had been approved by the FDA when the drug
|l eft the manufacturer or seller is constant with regard to
that batch of the drug. Although there certainly will be new
drugs approved by the FDA in the future, the key question
pursuant to MCL 600.2946(5) is whether the drug was approved
when sol d.

18



power .

Finally, to deal with the [ast of the M chigan cases on
whi ch the Court of Appeals relied, our analysis is consistent
Wi th Michigan Baptist Homes & Dev Co v Ann Arbor, 55 M ch App
725; 223 NVW2d 324 (1974).'" |In Baptist Homes, a state statute
granted a property tax exenption to nonprofit corporations
that had obtained financing under 8§ 202 of the National
Housi ng Act (12 USC 1701g). The plaintiff argued that the
Legi slature had made the state tax exenption dependent upon
action by the Secretary of Housing and Urban Devel opnent and
that limting the state statute in this manner was invalid
because it was an unconstitutional del egation of power to a
federal official to decide who gets the exenption. The Court
of Appeals correctly rejected this argunent, expl aining that
the federal official does not make a determ nation of who
shall receive the state exenption. This is because the
f eder al of ficial nerely determ nes  which nonpr of i t
corporations are eligible to receive federal financing
pursuant to the federal act. This is to be understood, in
Dean LeDuc’s useful characterization, as an exanple of the
“measuring stick.” In our case, also, because the FDA
decision is only the nmeasure, i.e., the enabling fact, ML
600. 2946(5) is not an unlawful delegation of |egislative

authority.

YUAffd 396 Mch 660, 242 NWed 749 (1976).
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The di ssent mi sunder st ands t he i ndependent |y si gnificant
standard.'® What is central to grasping this doctrine is that
if the fact or finding to which the Legislature refers has
significance i ndependent of a | egislative enactnment, because
t he agency or outside body making the finding is doing it for
pur poses i ndependent fromthe particular statute that refers
to it, then there is no delegation. Wether the fact or
finding of independent significance changes thereafter is
irrelevant to the question whether there has been an i nproper

del egati on. *°

Vi |
In sum MCL 600.2946(5) del egates nothing to the FDA
rather, it uses independently significant decisions of the
FDA as a neasuring device to set the standard of care for
manuf acturers and sellers of prescription drugs in M chigan.

It represents a legislative determ nation as a matter of |aw

*The only basis for the dissent’s position is Dearborn
Independent Wwhere the doctrine was m sunderstood also and
accordingly has today been overrul ed.

Al t hough, in response to the argunents advanced by the
Court of Appeals and the dissent, we have established in this
opinion that FDA findings regarding a drug do not in fact
change as far as MCL 600.2946(5) is concerned, we enphasize
that we are not required to do so in determ ning whether a
| egi sl ati ve act has made a del egati on of | egislative authority
in violation of the Constitution. Stability of a fact or
finding is not an elenent of the independently significant
standard anal ysi s.

20



of when a manufacturer or seller of a prescription drug has
acted sufficiently reasonably, solely for the purpose of
defining the limts of a cognizable products liability claim
under M chigan |l aw. Accordingly, we reverse the judgnment of
the Court of Appeals that the statute constitutes an i nproper
del egation of |egislative power.

Aifford W Tayl or

Maura D. Corrigan

M chael F. Cavanagh

Robert P. Young, Jr.

St ephen J. Mar kman
WEAVER, J.

| concur in the result only.

Eli zabeth A Weaver
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KELLY, J. (dissenting).

| agree with the rulings of the Wayne Circuit Court?! and
the Court of Appeal s? hol ding that MCL 600.2946(5) represents
an unconstitutional delegation of the Legislature' s power.
The majority reverses these rulings by adopting, with little
di scussi on, the "i ndependently significant standard" doctri ne,
while restrictingthelimtation that our | ower courts and our
precedent have placed on | egislative del egations. |n keeping
with the w sdom of our Ilower courts' rulings and our
precedent, | would affirm the decisions by holding ML
600. 2946(5) unconstitutional.

I

The majority focuses on the i ndependence of the Food and
Drug Adm nistration (FDA). In so doing, it |oses sight of the
significant fact that the standards used by the FDA change
fromtinme to tine.

When the Legislature adopts the determ nations of a

foreign body, it inplicitly determ nes that the body's choice

Judge Marianne O Battani.

2Judges Wl liam B. Mirphy and Kathleen Jansen, Judge
Jeffrey G Collins not participating, 248 Mch App 472; 639
NW2d 45 (2001).



Is sufficiently reliable to be conclusive. Wen the foreign
body alters the standards by which it makes its
determ nati ons, it undermines the stability of t he
Legi sl ature's choi ce. The foreign body beconmes the only
authority that approves the changed standards as well as the
one that applies them At that point, it steps into the shoes
of the Legislature, making a policy choice for the people of
M chigan. |Its decision nolonger represents the Legislature's
i ntent. A statute that enables a foreign body to nmake a
policy determnation not enbraced by the Legislature
per petrates an unconsti tuti onal del egati on of t he
Legi sl ature's power.

The analysis | have set forth is the basis for the Court
of Appeal s hol di ng: an unconstitutional delegation occurs
when a statute references fact-finding that is based on
standards that are not “"established and essentially
unchangi ng. " 248 Mch App 472, 485; 639 NWd 45 (2001)
Contrary to the assertion of the mmjority, the Court of
Appeals did not invent this limtation. Rather, it drew it
directly fromthis Court's holding in Dearborn Independent,
Inc v Dearborn, 331 Mch 447; 49 NwWd 370 (1951).

In Dearborn, we exanmined a statute that prescribed

qual i fications a newspaper nust satisfy in order to publish



| egal noti ces. One qualification was that the newspaper
"shall have been admtted by the United States post-office
department for transmssion as mail matter of the second
class . . . ." Id. at 454. The Court held that this
reference to post office determ nati ons depended on "future as
wel | as present regulations . . . ." 1Id. Because the postal
authority could and m ght at any tinme revi se the standards for
second-class mail, the statute allowed the authority to step
into the shoes of the Legislature. Thus, it constituted an
unl awf ul del egation of |egislative power.:?

Conversely, if the qualifications for second-class nail
had been unchangi ng, the | aw woul d have been constitutional.
The standard woul d have had i ndependent significance and its
content woul d have been known to the | egislators who adopted
it. The Court of Appeals properly interpreted the Dearborn
holding as requiring both "established and essentially
unchangi ng" standards. 248 M ch 485.

The present situation closely parallels that i n Dearborn.

*In the analogous context of reference statutes, the
Court of Appeals has held that "when a Michigan statute adopts
by reference a federal law that is subsequently amended, but
the Michigan statute remains unchanged, the courts are
constitutionally required to construe the statute as
continuing to refer to the original federal enactment before
amendment." Radecki v Director of Bureau of Worker's
Disability Compensation, 208 Mich App 19, 23; 526 Nw2d 611
(1994) .



Here, the statute refers to the findings of the FDA, which are
based on changing standards. As a consequence, ML
600. 2946(5) nust be held unconstitutional under the logic
enpl oyed by the Dearborn Court. Because it is enpowered to
change the standards by which it approves drugs, the FDA not
t he Legi sl ature, determ nes whet her an action for the injuries
drugs cause may be sustained in Mchigan. That constitutes an
exercise of the Legislature's power to act as the | awmaker in
M chi gan.
I

No previous M chi gan case has adopted the "i ndependentl|y

significant standard” doctrine. In enbracingit, the mpgjority
eradicates the precedent that would limt it, overruling
Dearborn as "incorrectly decided in light of the laws
subsequent devel opnent in this area . . . ."%* Ante at 19-20.

| disagree with this approach and prefer to square the
"independently significant standard® doctrine wth our

precedent by limting the doctrine as Dearborn would have

‘The majority also holds that any change in FDA standards
is irrelevant because the Legislature restricted the statute's
application to the time the drug leaves the manufacturer's
hands. The date the drug was manufactured is not relevant to
whether the statute is unconstitutional. The pertinent
question is, when the FDA evaluates a drug in the future, does
it use the standards that the Legislature knew of and relied
on when the act was passed?



limted it. That is, we should hold it constitutionally
acceptabl e to adopt by reference independent decisions of a
foreign body as long as the foreign body's standards are
"established and essentially unchanging."

The present statute fails the test. The natures of both
sci ence and the drug approval process are of the sort that the
FDA's standards nust evolve over tine. Accordingly, FDA
determ nations are not "essentially unchangi ng" and a statute
that i ncorporates them perpetrates an unl awful del egati on.

The mmjority rejects this analysis, saying that the
determination of a statute's constitutionality "cannot

rationally depend on a court's perception of the relative

per manence of the actions adopted.” Ante at 17. To the
contrary, | believe that courts are able to nmke that
assessment with great accuracy. Courts can distinguish

bet ween static standards and evol vi ng standards. For exanpl e,
the standard by which the Naval Observatory cal cul ates the
passage of time reasonably can be expected not to change
Contrast that with the manner in which the FDA determ nes the
safety and efficacy of a drug, an evolving standard.

Distrust of the judiciary's ability to distinguish
standards is an inappropriate basis for upholding an

unconstitutional statute and di scardi ng the precedents of this



Court.
[11

Some characterize ML 600.2946(5) as a tort-reform
statute that adopts a foreign body's standards while
mai ntai ning the consuner's ability to bring suit in the event
of fraud or bribery. It is of interest that, after MCL
600. 2946(5) was enacted, the United States Suprene Court
deci ded the case of Buckman Co v Plaintiff's Legal Committee,
531 US 341; 121 S O 1012; 148 L Ed 2d 854 (2001). Under
Buckman and its progeny, a plaintiff's allegations of fraud or
bribery are preenpted by federal |aw. Only the FDA may
determ ne whether it was defrauded or bribed when it approved
a drug.

MCL 600. 2946(5) precludes a person who clains to have
been injured by an FDA-approved drug from suing the
manufacturer in a Mchigan court. Wen read in conjunction
Wi th the Buckman decision, this sinple tort-reform statute
beconmes el evated to a "tort-elimnation" statute.

IV

In sum | would affirmthe judgnents of the Wayne CGircuit
Court and the Court of Appeals holding MCL 600.2946(5)
unconstitutional. The majority m sconstrues ny position. The

concl usi veness of the FDA' s deci sions does not undermnm ne the



statutes's constitutionality. Wat undermnes it is the fact
that the FDA's decisions are founded on shifting standards.
It is only when the standards are "established and essentially
unchangi ng" that a statutory reference to the products of the
standards should be ruled a constitutional delegation of the
| egi sl ative power. The holding | advocate would accord with
logic and this Court's precedent, while adopting wth
appropriate restriction the "independently significant
standard" doctri ne.

Marilyn Kelly



